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Dockets~Management Branch ” 
(HFA-305) 
Food and .Drug Administration ‘, ‘, 

” ’ 

Room l&l . 1 
5630 Fishers,Lane 
Roctiille;$D20~$2- _’ _ ,j _,’ ‘: I : 1’ ) , ‘. ,, ‘_ *I 

, 

Re:, Docket No. 02%0276. Interim  Pinal Rule forRegistration oflFood Facilities under the, 
Pubhc Health Security;and Bioterrorism  :prepasedness’and.~~sponSe Act of 2042. (68 Federal 
Register $8,894;~ October, i0,‘ 2003);‘Submission of knments. , I 

To Whom It May Concern: -’ -’ 
,; ,; 

The National Potato.Ce~~i~,is.,piease;l:to j$o&& comn&$onthe m ter&Final Rule for the 
Regis~a~oliof Fo~d’Fa~~~~tieS’ &&&i~ :Doe~~t,N~~~ ,~2~~~~7~. ‘-T~~~.~t~~~ Fi~~l”Rule 
was developer by the Bood‘and Drug A$mi&su!ation@DA) to fmfilltheir obligation-set fotih by, 
the provisions of,Title;I1CI, Subtitle A; Section 305 ‘of the Public Health .&&it); ar&Biote~~orism 
Preparedness and Response Act of2002 (“B;iotetiorism  Act:‘). 

1, 
The,Nlk is the only trade’association representing~commercial potato growersin 50 states. Our 
growers ,produce both seed potatoes and potatoes, for :con&mption~in a variety of forms. Ammal  
production in 2002 yas 463;214;OOQ’cv$ with a farm  value of more than$3:2 billion. Total I. 
value is substantially increased through proc&ssing, The potato crop clearly has a positive 
im@ctc)n$b IJ:S~&ono.r&y., ,* : ‘.’ ‘: ,a ,” _. ’ ‘s _; . 

The potato is the most, popular of all vegetables grown and consumed in the United States and 
one ofthe most ‘popular in the world,’ Annual ,per capita consumption wai 136.7 p&mds in2002, * 
up from  104, pounds in 11962 and is increasmg.due to,& advent of ne$ products and heightened 
public ayareness of’the potato% excellent nutritional value. Potatoes areconsidered a staple 
consumer commodity and~anintegral, ‘de1ic:iou.s component of the @m&can diet. : 
,:. ,. _I I 
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I$??~ s ilptio~s  the ,s trongefforts  by the Adrn~strati*n,andthe FDA to s trengthen the prote&ns 
i 

forour nations  food supply :’ tie. are tionc&ned p&at the requi+m&s c ,ont&ned &l&e I;lter+m 
T%n$Rule bemg placed:on f’s  will,,~~cessar iir.increase the r~co~~eeplr ig,~~gis trrition and 
other costs without contributing to improved ipubli~ s tiety ., : ; : ‘_ 

,’ : ,I ,’ 
-A(~ordmg to the’review ofthe Interim. F$na~~Rule-ar$ the;Bipterro&m Act W e believe that the, 
requireme,nts specified in the rule ,drar@ica&kxceed the authority , provided to J%A by 
,~@&&+&~ ~~~~~~:~t~~~~d~~~~~~ ~~~~~~~~~~~t ~~~~~t.~~~~~~.~~~~~~u~l~,to:~~~~n?b~y- : ,; ,; : j _ < :, 
protecf..the food supply . CJongress .did not intend for k%A to~collec t *e~~~~~~ti;on~~~~~~~o~ “.’ 
which ,is  unnecessary for that goal. 8 ; I 

NRC believes.that’a;reasonabb. exe&&ion&$ farms, is  nec?ssary and :a&ropriate &d will result 
in more: effec tive -utih@&n :of @A resour&es: The s tri@ure of-fa$&ing operations  in the United 
St$s  *is  coqxplq a&L&e &l‘at$-5@ ip off-. op$rationsko~ thq &s*b$ton. &a&e& is  not 
quic @ y  ‘~undemtood. S&I~~ the agency hasnothad the”ben&t df~titiliz ing’an admi&rative -. 
re$ord to- evaluate the .ac tual func tions  afthe far&&$ h&rves$ing ar~I;firs t handJer&ctivities for 
potatoes&d oth& agricultural produc$s the:~~ent,~~;exem,t-ion kontained in&e Tnte,rim ,* 
F inal’ Rule. and .the subsequent interpretatior&y  FDA ~f~,t~~t:~~~~~t~~u.irn~oses an unnecessary I 
-burden~on’+ny. f&em. ,,~he,.~~~~re~~~on~~~~~~~.~~~tati~~ of the farmefemption has _ _ , 
exacerbated the$robkmand r&&&&he &en&ion beings  ofhttle value40 our Ipowers. ,;_ ,/ ‘, ~ : 
The -general requir&ent f~r,,,8is~a~ion.,.~~d f&i&s  ~o~t.tained.ljl’sect ion-3~~.oftlie Act 
dir&te~.~i$E&xe@ry & x tkqijre ~&y~x%$juldtig~ &$.an$ fac&y engtiged,+ the ma&f%cturing, 
processing, pa&ing,~or~hoiding of food for.@nsUmption in the United’ Statesbe r&&erred..- 
Seribus~~~:s’or.,i~~~so~ent can resu~t:for $iolat@ns. $FdA; should not take hghtIy  subjec ting 
farmers to. the possibility  of these punkite +$s$res. 

. 
I\l-f3e .~~i~v~s :~~~~;,the:inte~~~,~~~~~~~~~~i~ ~~~~~~e~~~~~~~~~~~;, &$&yg @~&&q&y @p.&& : -  

; 

that the,term L’fac&tyt~ “does not iqc ludt?fary z ; restaurants; other,retail food”establkrments;.’ 
no,nprofit food estabhshments in ~hich.food:,is  prepared-for or served direc tly  to the consumer; 
bi fishi@ v&&3.. i’T‘- W e‘believe t&tl$his6~~4~sion Clear@  ,&es ; precedence over the, term 
“fac @ tie~~ and m&es~‘it- apparent that, Congress ken&$& to e&?ude farms.:, Since !farms are not 
~‘fac ihties  under the~s&$io,mear$tig ofth~ A$ &y.‘aCtiv iti$ that o$c,ur in the co$fmes-of the 
farm sh&rld.,not be; by d&nitmn, covered a@iv ities . ;: I ’ , (  I. js  I \’ 
In.a var iety  of\informal venues -meluding the~R.D&~.tiebsite a,nd,infor&al me&ing~with indus try 
F% lA offic$aishave anemnted to :e&bo$.epn ,some -of the i&.&s  raised by this  definition. W e 
*beIieve,ad&ional. &if&&ion k-rd ~~~~~,~o~;p~h~~~,~~~~t by farmers is  requ&ed to chtrify  , 
what constitutes , “manufac~~~~r~~~~si~‘and irn$&&antly , the :tin$age <to these :ac tiv ities ‘on ,I _, _I , 
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j3e&x&er ,24, &NH : 

‘the farm  to ‘theneed. fork farm ers to register. 1 For exam ple FPA has indicated that @acing crops 
in a plastic sleeves ‘orbags, ‘or any other ‘cor$m er.en&use container.th& directly L&acts the “’ 
crop, -~onstitures “m~~a~~~~~ocessing”i th& would trigger the registration r&,lirem ent., We 

‘. believethat these activiti+ c&ed out on the, farm  should -not trigger the registrat&n 
requirem ent. I; 

, ,_ (, L 
FDA has indicated. that they are .exam imng linkages between pestikide use both pm-harvest’and 

, I’_( gostyharvest. and theneed to reg+@r,~ The -appli&ti~n ofp&ticides,1on farms  is ‘actively regulated 
I % , %y a+. v. :~-~~~i~~~t~~;~t~~tio~~~~~~~~,~~~~~~t~~~~f,~~~~-~d f’&&&j$~, ,J&7$ &  I, 

not believe these activities require’further reg&tion or oversight.: .The farm  exen$ion m ust’&. 
broad enough to1 cover nosal .farm  activitiesincluding the application of EPA approved 
pesticides. ,. ‘I ,. j ‘- : 
FDA shquld not allow the nature of landlord tenant structure,to trigger registration. Farm ers who 
‘farm - leased land do, it. as an exten+onof their own f&r@ operation using business plans and 
farm ing practices ,that are.tujified. I&sed:land should-be treated as being an inseparable part of 
the core. fa@ ing operation and not ,a$ a separ&e .en&ythat :trjggera additional requirem ents.. 

, ‘( 
Congresshas attem pted to..spe;ak to the need to exem pt tmdmo& agriculture. T”ltis exem ption. 
$houldbe’based-on clear ,and def&ble, bOundaries.. &or farms  tti,be exem pted or not exem pted ,’ 
based on whether a pdtato field is leased and therefore. required &be registered or not leased and 
therefore exem pt is,;without foundation. Similarly the -farm ers’ designation could change 

’ 
depending -on his. decision to p&k in 6eiloba@  versus-larger boxes which we be&e to be a 
decisionthtit is ruGelated to .national s&&ity. _, 

:NPC :concludes that additional direct public input is ‘needed to m ake determ inations on workable 
and realistic definitions t~t,m ay,triggerl~~gi~~ation. In addition we-believe ‘that PDA should ’ 
cam+  pith key m embers. of the ,Congress~represen&jng the ~gricultur~i F m m unity to better 
~~~~~~,.C~~~~~~~~t~~t :gj&~~~ secti~n~~~f,~~~,~~~t~~~~~.~~~~ *$j$q$~ & fie+& that . 
the public welfare -and safety can be protected with a m inim @  disruption of com m erce. We look 
foward to working with FDAto find that balance~and m adify the#$nterim  Final Rule 
accordingly. 
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